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NRC FORM 483 : ~U.S.NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB NO.3150-0038 EXPIRES: 6-30-99

(9-96) . S B . )
Estimated burden per response to comply with this mandatory information

collection request 7 minutes. The validated registration serves as evidence

REGISTRATlON CERTIFICATE - in vitro TESTING | e e e o s w e

: Information and Records Management Branch {T-6 F33), U.S. Nuclear

WITH BYPRODUCT MATERIAL UNDER . . [ Regutatory  Commission, . ' Washington, - DCM_: 20555-0001, and to‘c:t'lae
. oL "B Paperwork . Reduction * Project” (3150-0038), Office of Management and

GENERAL LICENSE e e - Budget, Washmgtnn DC . 20503.  NRC may not conduct or sponsor, and a

‘. -+ = [l person-is . not ‘required to respond to,"a collectlon of |nfonnauon unless it
B - displays a currently valid OMB control number. .

Section 31.11 of 10 CFR 31" establishes a general license authonzlng physicians, clinical ‘laboratories, hospitals, and veterinarians in the practice of

veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or 'external
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not
authorized until the physician; clinical laboratory, hospital, or veteriarian in the practlce of vetennary medlcme has filed NRC Fon'n 483 and recelved from the
Commlssmn a validated copy of NRC Form 483 with a reglstratlon number

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. belfow) - -, 2. APPLICATION - (Check one bOX only)
CLINICAL LABORATORIES OF HAWAII - | hereby apply for a registration number pursuant to 10 CFR 31 Sectlon
ST FRANCIS MEDICAL CTR WEST R 31.11, for use of byproduct materials for: L
9 1'-2135-F t We'aver Rba d suite’ 3 0 O | A ‘Myseif, a duly licensed physician authonzed to dlsperse drugs in"’
Eva Beach, HI 96706 o o - the practice of medicine.

, T - §.,| B. The above-named clinical laboratory.
TELEPHONE NUMBER {IncludeAree Code) . S S “1'c. The above named hospital. -
( 808) 677-7999 R o D. Veterinarian in the practice of veterinary medicine. -
. INSTRUCTIONS: . .. . . S _ o . 4. REGISTRATION )
_A. Submit this form in dupllcate to o - o _ L REGISTRATION NUMBER

N Medlcal Academlc and Commerclal Use .

.. ... Safety Branch (T-8 F5) - i

R, D|Vls:on of Industrial and Medlcal Nuclear Safety

;" Office of Nuclear Material Safety and Safeguards

- < U.8, Nuclear Regulatory Commission -~ . 3
V'Washmgton DC 20555-0001 L -

8916

U S Nuclear Regulatory
g , COI"'”ll..:SlOIl,

(At NRC a reglstratlon number w1ll be assngned and a valldated copy

.of NRC Form 483 WlII be returned.) .
B. ln the box above, prlnt'or type the name, address fincludlng ZlP S Steven 1. Hc ‘- ! Z /
Code), and telephone number of the registrant physician, clinical . - (t this an initial registr ahb ’leave th’s space blank — number to be
laboratory, hospital, or veterinarian in the practice of veterinary assigned by NRC. Ifthisis a change of information from a previously
‘medicine for whom or for which this registration form is filed. registered general icense include’y our ’99’5” abon number )

5. If place of use is different from address listed above, give complete address:

o, -6, CERTIFICATION .

Iherebycertlfythat ST e ST Tl - Lot o R RS T T A R '.‘. E .
A. ‘All xnfonnatlon in this reglstratlon certlf' cate i is true and complete ‘ ‘ o ’

B. The reglstrant has appropnate radlatlon measuring |nstmments to mrry out the tests for which byproduct matenal will be used under the general
. license of 10 CFR 31.11. The tests will be performed only by personnel competent |n the’ use of the |nstruments and m the handllng of the
" byproduct matenals o

I i 3

" C. | understand that Commussnon regulations require that any change in the mformatlon fumlshed by a reglstrant on thls reglstratlon certlt' cate be
’ ' reported tothe Director of Nuclear Matenal Safety and Safeguards vathm 30 days from the effectlve date of such change

~.D - | have read and understand the provrslons of Section 31.11 of NRC regulations 10 CFR 31 (repnnted on the reverse side of this form); and |
*- understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses uses

PRINTED OR TYPED NAME AND TITLE OF APPLICANT

or transfers under the general llcense for which thls Reglstratlon Cerhﬁcate is filed with the u. S Nuclear Regulatory Commlssmn
P SIGNATURE OF APPLICANT i JDATE .~~~

Theresa 0. Walsh, Manager SFW Lab- 06/'25/9'8

|

PENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN
ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL  OFFENSE TO MAKE A WILLFULLY

WARNING: -~ FALSE STATEMENTS IN THIS' CERTIFICATE 'MAY BE “SUBJECT TO CIVIL AND/OR - CRIMINAL‘ 3

- |FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF. THE UNITED STATES AS TO -
JTANY MATTER WITHIN ITS JURISDICTION. = ‘

NRC FORM 483 (6-96) . : ) . . . .{
o
A o
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CONDlTIONS AND LIMITATIO"JS OF GENERAL LICENSE 10 CFR 31.11
§ 31.11 General license for use of byproduct matena!s for certain in selenjium-75, and/or iron 539 in excess of 200 microcurles, .
vntro clmlcalor laboratory testing. L T {2} The general licensen shall store the byproduct materlal untit
’ g used,-in the original shipping container or-in a comamer providing. \/
{a) A general license is hereby issued to any physician, veterinarian equivalent radiation protection, -
in the practice of veterinary medicine, clinical laboratory or haspital to {(3) The gcneral licensee shall use the byproduct material only for
receive, acquire, possess, transfer, or use, for any of the following stated - the uses authorized by paragraph {a} of this section,
tests, in accordance with the provisions of paragraphs {b), (¢}, (d}, {e}, {4} The general licensee shall not transfer the byproduct material -
and (f} of this section, the following byproduct materials in prepack- - except by transfer 1o a person authorized to receive it by a license
aged units: Ce pursuant to this chapter or from an Agreement State,! nor transfer the
. {1) lodine-125, in units not exceedmg 10 mlcrocuries each for use byproduct material in any manner ather than in the unopened, fabeled
in in vitro clinical or laboratory tests not mvolvxng internal or external shipping container as received from the supplier.
administration of byproduct material, or the radiation therefrom, ta {5) The 'general licensee shall dispase of the Mock lodine-125
human beings or animals. _reference or calibration sources described in paragraph (a}{7) of this
{2} lodine-131, In units not exceeding 10 microcuries each for use - section as required by § 20.301 of this chapter.
;n in vitro clinical or laboratory tests not mvolvmg mternal or external_ : {d) The- general licensee shatl not. receive, acquire, possess, or use .
administration of byproduct matenal, or thAe radiation therafrom,- i byproduct matenal pursuam 1o paragraph {a} of this section: .
to human beings or animals. ke weas - {1) Except as prepackaged units “which are labeled in accordanca
{3) Carbon-14, In units not exceeding 10 rmcrocurles each for use 3 with the provisions of a specific license sssued under the provisions of
"_In Ia vitro clinical ar laboratory tests not mvolvmg internal or external § 32.71 of this chapter or in accordance with-thé® provisions of a
© administration of byproduct materlal, or the radiation therefrom, specific ficense issued by an Agreement State that authorizes manufac-
to human beings or animals, : oo " wre and distribution of iodine-125, jodine-131, carbon-14, hydrogen.3
{4) Hydrogen 3 {tritium), In units not exéeeding 50 microcuries {tritium), selenium-75, iron-59 or Mock lodine-125 for distribution to
each for use in in vitro clinical or laboratory tests not involving internal persons generally licensed by the Agreement Stme.".
or external administration of byproduct material, or the radiatian- {2} Unless the following statement, or a subs(antially similar
therefrom, to human beings or animals. - i statement which contains the information calied for in the following
{8} Iron 59, in units not exceeding 20 microcuries each for use in in statement, appears on a Iazbel affixed to ecach prepackaged unit or
vitra clinical or laboratory tests not invalving internal or external appears in a teaflet or brochure which accompanies the package:?
- administration of byproduct material, or the radiation therefrom, to This radioactive material may be received, acquired, poésessed, and
human beings or animats, used only by physicians, veterinarians in the practice of veterinary
{6) Selenium-75, in units not exceeding 10 mucrocunes each for use medicine, clinical laboratories or hospitals and only for in vitro clinical /
in in vitro clinical or labaratary tests not involving internal or external or laboratory tests not involving Internal or external administration of
administration .of byproduct material, or the radiation therefrom, the materlal or the radiatian therefrom, to human beings or animals, -
to human beings or animals. ' . - Its receipt, acquisition, possession, use, and transfer are subject to the:
{7) Mock lodine-125 reference or calibration sources, in units not requistions and 3 general license of the-U.S, Nuclear Regulatory Com-"\\_/'
exceeding 0.05 microcurie of lodine-129 and 0.005 micrecurie of mission ar of a State with which the Commission has entered into an -

amerlc!um-241 each for use in in vitro clinical or lzboratory tests not agreement far the exercise of regulatory autharity.

jnvalving mternal or external administration of byproduct matenal ar - T ST : o

the radiation therefrom, to human beings or animals. . !
{b) A person shall not recewe acquire, possess, use or transfer

byproduct material under the general hcense established by paragraph : : Name of manufacturer
* {a) of this section unless that person: - S o :
' {1) Has filed NRC Form 483, "Registration Certificate—In Vitro (e} The registrant possessing or using byproduct materlals under the
" Testing with Byproduct Material Under General License,” with the - general license of paragraph {(a) of this section shall report in writing to
Director of Nuclear Material Safety and Safeguards, U.S.. Nuclear the Director of Nuclear Material Safety and Safeguards any changes
_.Regulatory Commission, Washingtan, D.C. 20555, and recelved from - in_the information furnished by him in the “’Registration Certificate—~In ’
the Commission a vandated copy of NRC Form 483 with registration Vitro Testmg with Byproducr Material Under Genearal License,” NRC
number assigned; or Form 483. The report shall be furnished within 30 days after the -
{2) Has a license that authorizes the medical use of byproduct effective date of such changs,?
material that was issued under Part 35 of this chapter, . {f} Any person using byproduct material pursuant to the general
: {c} A person who receives, acqurres possesses or uses byproduct . Ircense of paragraph (a} of this section is exempt from the requirements
matenal pursuant to the general license established by paragraph {a) of * of Parts 19, 20 and 21 of this chapter with respect to byproduct
1 this sectjon shall comply with the following: materials covered by that general license, except that such persons
{1} .The general licensee shall not possess at any ona time, pursuant using the Mock lodine-125 described in paragraph (a}(7} of this section
10 the general license in paragraph {a} of this section, at any one loca- shall ¢amply W|th the provisions of. § 20 301, 20, 402 and 20 403 of /.
tion of starage or use, a 'total amount "of iodine 125, iodine 131, ) this chapter,
NOTES = .ﬁ' .

-1 A State to which certain regulatory authority over md:oacrxve matenal has been transferred by formal agreement, pursuant 1o section 274 of :he
Atomic Energy Act of 1954 as amended, ’ :
2Material generany I|censed under thcs sectlon pnor to January 19, 1975 may bear labels authonzed by the regulattons in effect on January 1

1975, - - Lo - 3 .,»>>__r . .
’
3A new’ trlphcate set of th;s Reg»stratlon Certrflcate NRC Form 483 may be used 10 report any change of information furmshed by a registrant |
asrequired by §31.01{e).- .~ . Tl T - e -

11 larger quantities or orher farms of byproduct matenal than those specmed in the general llcense of 10 CFR 31.11 are required, an "Applica-\/
tion. for Byproduct, Material License,” NRC Form 313 should be- filed 10 obtain a specific byproduct material license, Copies of application and

reglstranon forms may be obtained from the Medical Academic and’ Commercla( Use Safety Branch (6H3) Dwnsson of lndustna! and Mednca! Nuclear_
. Safety, United States Nuclear Regu?atory Commlcston , Washington, DC 20555, - e :
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